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BIOMUNE INC. Phone: 913-894-0230
8906 Rosehill Road ) ‘ FAX: 913-894-0236
Lenexa, Kansas 66215 oo - _

October 3, 2001 ; l/! 4

Office of Special Nutritionals (HFS-450) CL
Center for Food Safety and Applied Nutrition /)
Food and Drug Administration

200 C Street, SW

Washington, DC 20204

RE: Notification of Additional Dietary Supplement Marketing Claims

Dear Sir/Madam:

Pursuant to 21 CFR §101.93 this is to notify you that Biomune Inc. will be marketing a dietary
supplement containing the structure/function claims as indicated below.

1. Name and Address of Manufacturer and Distributor:
Manufacturer: Distributor:
Soft Gel Technologies, Inc. - BIOMUNE INC.
95 Oser Avenue, Suite C 8906 Rosehill Road
Hauppauge, New York 11788 Lenexa, Kansas 66215
Phone (631) 231-4900 Phone (913) 894-0230

2. Text of Statement:

The following statement will be made in marketing the product;
“This product:
a) may help maintain a healthy heart.

3. Description of Dietary Ingredient or Supplement:

The product is a capsule formula containing the ingredients described in the attached
nutritional information table (See attached label).

4. Name of Dietary Supplement:
“CoQ10 Dietary Supplement”

5. Certification of Accuracy:

I, Ron Plylar, President of Biomune, Inc., do hereby certify that the information
contained in this notice is complete and accurate and that Biomune, Inc. has
substantiation that the statement to be made is truthful and not misleading.
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